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Chanaes to an Amxoved Atmlication
~Docket No. 99N-01 93]

Dear Sirs or Madams:

Abbott Laboratories submits the following remarks in response to the Agency’s request
for comments on the above-named subject and docket. Abbott is an integrated
worldwide manufacturer of healthcare products employing more than 56,000 people
and serving customers in more than 130 countries.

EXECUTIVE SUMMARY

The FDA has proposed withdrawing the current 21 CFR 314.70 and
replacing it with a new proposal published on June 28, 1999. The
proposed rule generates new requirements for filing regulatory
submissions, adds new categories for filing those submissions and
increases the documentation burden on industry. While some
categories contained in the proposal provide additional clarity and
relief, firms are basically left with new requirements for regulatory
submissions.

Abbott generally supports the detailed comments submitted to the
Agency from the Parenteral Drug Association (PDA) and from the
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Pharmaceutical Research and Manufacturers of America (PhRma).
However it should be noted that considerable differences in the
comments from these and other organizations lead us to believe that
the proposal may ultimately be in need of further development and
discussion between the various parties. The Agency’s considerable
amount of work to develop this proposed rule and the draft guidance
on this subject is noteworthy. While we believe this is a significant
proposal, we are willing to help or participate in developing these
d
??

ments further.
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A. General Remarks

1.

.

2.

3.

4.

5.

6.

Repofihg Requkements. One goal of FDAMA was to reduce the overall
reporting requirements for manufacturers, and the combination of regulation
and guidance was supposed to allow for flexibility in the reporting
requirements. Yet in summary we believe that the proposal places new and
additional reporting burdens on industry. One specific concern is the
increased use of prior approval supplements (PAS) which, if enacted as
proposed, would place additional resource requirements on both the Agency
and on industry. Wtth this prospect in mind, the Agency should consider using
the remaining categories of regulatory supplements to a much greater degree.

Vakfate. The FDA’s use of the word ‘[validate” throughout the proposal might
be confused with the CGMP definition; therefore, we suggest alternate words
such as “assess,” “study,” or “evaluate.”

Sterilization. The FDA has added this new category of PAS for “changes that
may affect sterility assurance,” and within that category there are 11 new
criteria for submitting a PAS. This seems excessive and perhaps redundant
when one considers the many existing and draft guidances which already
cover sterilization.

Lapsing of the Current 21 CFR 314.70. The Agency should issue a written
explanation or hold a public meeting to discuss the impact of allowing the
current statute to expire without a new rule being formally approved.
However, the lack of a formal statute should not allow a proposed rule to be
implemented without adequate public comment and review.

F?e/ationship MM UW’. In several places, e.g., proposed 21 CFR 314.70 (b)
and (c), the Agency appears to be altering the reporting relationship between
the United States Pharmacopoeia and the Food and Drug Administration. To
obtain additional clarity and direction on this matter, we believe that these
changes should be formally addressed either in writing or at a public meeting.

Relationship with Other Guidance Documents. The broad scope of the draft
guidance document and the proposed rule brings into question the
relationship of these proposals to both current guidance documents and
those guidances which are waiting to be finalized. For example, some
additional detail should be provided regarding the stability guidance
document and the guidance on container-closure systems. Their relationship
with the SUPAC and BACPAC documents should also be clarified.
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B. Specific Comments

Specific comments are attached here in Table 1.

c. Closing Remarks

The final rule should be implemented through a “phasing in” of the regulation in
order to educate industry and Agency reviewers on the new expectations.

. The final promulgation and implementation of the proposed rule should be
undertaken in conjunction with an industry-wide educational effort for the
following reasons:

1.

2.

3.

General educational wmoses. Due to the cost and broad scope of this
proposal, any seminars or public workshops on the final rule will help
everyone concerned and allow for additional input from all affected parties.
The proposed seminars could be carried out with the support of FDLI, AFDO,
HIMA, or other scientifically-oriented trade associations. The Agency should
also consider a telecast similar in format to the FDLI’s presentation on latex
which was held on May 5, 1998. The agenda for this broadcast was
developed through a consensus-based approach and drew upon the
collective expertise of the FDA and industry.

!?!k!MY. The impactOf this proposed rule will affect regulatory practices and
expectations of manufacturers. By carrying out these seminars, the Agency
can publicize and prepare all concerned for the new requirements.

G!aiM FinaW, public seminarsw~ll serve to clafify regulatory expectations
and interpretations.

Yours truly,

i’ P&

r
.-

Frank Pokrop ~
Director, Corporate Regulatory Affairs
(847) 937-8473
FAX: (847) 938-3106
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cc: Eric B. Sheinin (HFD-800)
Robert A. Yetter (HFM-10)
[Docket No. 99 D-0529]
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HEALTH AND HUMAN SERVICES

FOOD AND DRUG ADMINISTRATION

CROSS REFERENCE SHEET

Docket Number/Item Code: 99 N-0193/C30

See Docket Number/Item Code: 99 D-0529/C37
.
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